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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



P hod for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If .NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )KI Responsive to comnnunicatjon(s) filed on 24 July 2002 . 
2a)n This action is FINAL. 2b)M This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim{s) 1-25 is/are pending in the application. 

4a) Of the above clajm(s) is/are withdrawn from consideration. 

5) M Claim(s) 1-17.19-21 is/are allowed. 

6) M Claim(s) 18 and 22-25 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 06 February 2002 Is/are: a)ia accepted or bjD objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)n approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority und r 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19{a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) D The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attacliment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drav^^ing Review (PTO-948) 5) □ Notice of Infomial Patent Application (PTO-152) 

3) □ Infomnation Disciosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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Non-Final Action 

1 . The applicant's Preliminary Amendment filed 24 JUL 02 has been entered. Following the entry of 
the Preliminary Amendment, Claim(s) 1-25 is/are pending. 

Sequence Rules 

2. This application complies with the sequence rules and the sequences have been entered by the 
Scientific and Technical Information Center. 



35 use §101 

3. 35 U.S.C. § 101 reads as follows: 

"Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter or any new and 
useful improvement thereof, may obtain a patent therefore, subject to the conditions and requirements of this title". 

Claim Rejections - 35 USC § 101 

4. Claim(s) 24 is/are rejected under 35 U.S.C. § 101 because the claimed invention is directed to 
non-statutory subject matter. Claim 24 is nonstatutory because "the use of is not a patentable category 
under 35 U.S.C. § 101. 

35 USC § 112- 2nd Paragraph 

5. The following is a quotation of the second paragraph of 35 U.S.C, 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claim Rejections under 35 USC § 112- 2nd Paragraph 

6. Claim(s) 18, 22-23 is/are rejected under 35 U.S.C. 112. second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 18 is unclear because of the phrase "that a melting curve is generated at the end 
of the PGR to gather additional data." It is unclear what is intended. Please clarify. 

Claim(s) 22 and 23 is/are indefinite because of the use of the word "whereb/* instead of 
"wherein". Please clarify. 

Claim 23 is also unclear because of the use of the phrase "e.g. cell lines, blood ,...". The 
use of exemplary claim language makes these claims indefinite. See the MPEP at 2173.05(d). 

It is well established that the description of examples or preferences is properly set forth in the 
specification rather than the claims. If stated in the claims, examples and preferences lead to confusion 
over the intended scope of a claim. Ex parte Hall, 83 USPQ 38 (Bd. App. 1949). 

35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this 
title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 



Claim Rejections under 35 USC § 103 

8. Claim(s) 25 is/are rejected under 35 U.S.C. 103(a) as being unpatentable over Gonzalgo et al. 
(1997) in view of the Stratagene Catalog (1989). 
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Claim 25 is drawn to a kit comprising three components : To begin, the kit is to comprise 
reagents for the selective deamination of cytosine bases in gernomic DNA. Next, the kit is to comprise 
one or more primers and labeled nucleotides. Finally, the kit is to comprise a detectable probe. 

Gonzalgo et al. teach a method termed methylation-sensitive single nucleotide primer extension 
(i.e. Ms-SnuPE) which utilizes reagents for the selective deamination of cytosine bases in genomic DNA 
(i.e. sodium bisulfite). In addition, the method of Gonzalgo et al. utilizes one or more primers (i.e. the 
primers used in the PGR step), labeled nucleotides (i.e. the ^^P-labeled nucleotides used during the 
primer extension step) and a detectable probe (i.e. the primer used during the primer extension step). 
Admittedly, Gonzalgo et al. do not teach a kit comprising the reagents necessary to perform their method. 
However, as evidenced by the Stratagene Catalog teaching, it was well known at the time of the invention 
to place the reagents needed to perform a nucleic acid based assay into a kit format. Therefore, absent 
an unexpected result, it would have been prima facie obvious to the ordinary artisan at the time of the 
invention to modify the teachings of Gonzalgo et al. with the teachings of the Stratagene Catalog wherein 
the reagents necessary to perform the method suggested by Gonzalgo et al. are placed into a kit format. 
The ordinary artisan would have been motivated to make this modification in order to take advantage of 
the savings and efficiency afforded by kits. Note that a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is capable of 
performing the intended use. then it meets the claim. In re Casey , 152 USPQ 235 (CCPA 1967); In re 
Ofto . 136 USPQ 458, 459 (CCPA 1963). 

Conclusion 

9. Claim(s) 1-17, 19-21 is/are allowable while Claim(s) 18, and 22-25 is/are rejected and/or 
objected to for the reason(s) set forth above. 

10. Any inquiry concerning this communication or earlier communications from the examiner should 

be directed to Ethan Whisenant, Ph.D. whose telephone number is (703) 308-6567. The examiner can 
normally be reached Monday-Friday from 8:30AM -5:30PM EST or any time via voice mail. If repeated 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, W. Gary 
Jones, can be reached at (703) 308-1152. 
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The fax number for this Examiner is (703) 746-8465. Before faxing any papers please inform the 

examiner to avoid lost papers. Please note that the faxing of papers must conform with the Notice to 
Comply published in the Official Gazette, 1096 OG 30 (November 15, 1989). Any inquiry of a general 
nature or relating to the status of this application should be directed to the group receptionist whose 
telephone number is (703) 308-0196. 




PWMARy EXAMINER 



